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- The MAIUNG DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, howrever. may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified alxjve is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and v^ll expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

!)□ Responsive to communication(s) filed on . 

2a)|^ This action is FINAL. 2b)D This action is non-final. 

3) G Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 . 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) ^6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 1^6 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: 3)0 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mall Date 3/12/04 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1 -04) Office Action Summary Part of Paper No./Mail Date 200501 1 0 
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Priority 

This application Is a continuation of four previous parent cases, and also claims the benefit of two 
provisional applications. Only the latter two are currently cited at the first line of the specification. 
Applicant is requested to amend the first line of the specification to recite priority to the four previous 
parent cases. 

Claim Informalities 

Applicant should carefully revise the claims to correct a repetitious infonmality, namely the failure 
to match all open and closed parentheses. See for example the first line of claim 1, where the open 
parenthesis preceding "Dimethylamino" lacks a corresponding closed parenthesis. 

indefiniteness Rejection 

Claims 1-6 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the invention. 

The tenri "substantially free" in claims 1-6 is a relative term which renders the claim indefinite. 
The temi is not defined by the claim, the specification does not provide a reasonable standard for 
ascertaining the requisite degree, and thus one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. Since no guidance is provided as to how "insubstantially free" a 
given composition can be of a given isomer and still fall within the scope of the instantly claimed subject 
matter as circumscribed by the term "substantially", the metes and bounds of the term are not clear, 
making it impossible to ascertain with reasonable precision when that temn is infringed and when it is not. 
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Obviousness Rejection 

The following is a quotation of 35 U.S.C. 103(a) which foons the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Husbands et al (USP 
4.535.186). 

The controlling legal authority in this case is believed to be In re Adamson and Duffin 125 USPQ 
233 (C.C.P.A. 1960). The case sets forth the requirements of patentability with regard to stereoisomers 
as follows: 

1) The existence of a racemate is. in and of itself, sufficient to render obvious any individual 
stereoisomers contained within; no express suggestion of isomer separation is needed. See the first 
paragraph on page 235. 

2) One skilled in the art expects that individual stereoisomers will differ significantly in 
physiologicat/phannacological activity and toxicity, because living systems are chiral and thus 
preferentially process certain stereochemical configurations over others. See page 234. the third full 
paragraph and page 235. the fifth full paragraph on the page. 

USP 4,535,186 discloses compositions for treating depression, including racemic 4*[2- 
(Dimethylamino)-1-(1-hydroxycyclohexyl)ethyl]phenol. (See working example 26). It differs from the 
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instant claims in that it does not separate the enantiomers present within. Consonant with the reasoning 
of the above-cited case law, however, it would have been obvious to have done so. motivated by a 
reasonable expectation of equivalent function for each isomer, as outlined therein. The phamnacologic 
data presented at the passage spanning pages 13 and 14 of the instant specification is not seen to 
provide evidence of unexpected results, since it is known and expected that the individual isomers within 
a racemic mixture will exhibit differing degrees of activity, per the reasoning olAdamson and Duffin at 
pages 234 and 235, as previously discussed. 

Action is Final 

This is a continuation of applicant's earlier Application No. 10/373,145. All claims are drawn to the 
same invention claimed in the earlier application and could have been finally rejected on the grounds and 
art of record in the next Office action if they had been entered in the earlier application. Accordingly, 
THIS ACTION IS MADE FINAL even though it is a first action in this case. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing date 
of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later than SIX 
MONTHS from the mailing date of this final action. 

Correspondence 

Any inquiry conceming this communication or earlier communications from the examiner should 
be directed to Frederick Krass whose telephone number is (703) 308-4335. The examiner can normally 
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be reached on Monday, Tuesday or Thursday from 8anfi to 3pm, and Friday from 1 1am to 7pm. The 
examiner is off Wednesdays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor. 
Marianne Seidel. can be reached on (703) 308-4725. The fax phone number for the organization where 
this application or proceeding is assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the receptionist whose telephone number is (703) 308-0193. 

Frederick Krass 
Primary Examiner 
Art Unit 1614 



